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RESUBMISSION
CAMALL COMPANYyp ORIG AMENDMENT
PKRSONALLY SU"BMITT,_.D BY O‘elc
s ricer—
e:«&&,co RAD Juby 24, 1974
i K-5-2¢

Department of Health, Education and Welgare
Public Health Se/w&ce

Food and Drug Administration

Rockvitle, Md. 20852

Attention: Dn. M. Seife, M.D.

Re: NDA 83-965 fon the duug Hydrochlonothiazide Tablets
50 mg., and youn Letten dated Mawich 5, 1974

Dear Dr. Seife, -

Camall Company is submitting this protocol fon
the bioavaitabitity study fon Hydrnochlonrothiazide
Tablets 50 mg. NDA §3-965, acconding to youn Letten o4

March 5, 1974,
che/zd,y,
/Z_.,Q//
Eg’e M. Sa
Presdident, Camau Co.
EMS:aw

FEDERAL REGISTRATION No. 18:10703
STATE BOARD OF PHARMACY NO. 0031 AND BNDD No. PCOO10152

o




MDA 83-65

AF
Cemal¥Co, -~ - . FEB 13w
Attention: Nr. Eugens Schwall

11401 East 7 Mile Road

Gentlemen: .
Reference {s made to your abbreviated new drug application submitted
pursuant to Section 505(b) of the Fadera) Feod, Drug, and Cosmetic Act
for Hydrochlorothfazide Tablets, 50 ng.,
We acknowledge receipt of your commmication dated January 9, 1975,
Reference {s also made to our Tetters of March 5, 1974 and October 7, 1974,
We have complated the review of this abbreviated new drug application.
However, before we are able to reach a final conclusion, the following
additional inforsation 1s necessary: Tk ‘
1. The labeling requested in our lgtter of Harch §, 1974,
2. The mnufaetm?!ng information then requested.

3. Adequate data to assure the blodvatlability of your formula-
tion - in accord with our cosments of October 7, 1974,

Plezse Yot us have your responss preaptly.

reW vaurs.? )

J;‘lﬂm w:fu/v« - L&//ﬁ/'?& B!

_ Division of Generic Drug l ra
Office of Drug Monographs Pogripke
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ORIG NEW CORRES
CAMALL COMPANY v
11401 EAST 7 MILE ROAD ¢ DETROIT, MICHIGAN 48234 ¢ 37230800620 U~ /]
Janwvz,y 9,:1975 L

Dept. HEW

Public Health Senvice
Food and Drug Adm,
Rockv.ille, Md. 20852

Gentlemen,

Supplemental Application to ANDA §3-945 Hydrnochlorothiazide
Tablets 50 mg. :

Re: Compendium Identification tests gorn Silicon Dioxide
Enclosed gind the Analytical Repont on Aerosil.

Sincerely,

é%cuéw

Eugene M. Schmatt
CAMALL - COMPANY

ETRRNN B ng e e—

4 :

- RECEWEDJ Y
PHOTOS 4y

COVER 1.°° " /DB

FOR DUP_ & p_ L

e——— .y

T ES/fg ~ ;

FEDERAL REGISTRATION NO. 18:10703
STATE BOARD OF PHARMACY No. 0031 AND BNDD No. PCO0O10152
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TRIGNEWCORRES

CAMALL COMPANY

11401 EAST 7 MILE ROAD @ DETROIT, MICHIGAN 48234 e 372.1948

March 31, 1975

Food and Dnug Adm. :
Office of Scientific Evaluation
Bureau 04 Dnugs

5600 Fishens Lane

Rockville, Md. 20852

Marvin Seife, M.D.-Dinecton

Dear Dr. Seife,

Supplementa,@ Application to ANDA 83-945 Hydrochlonothiazide
Tablets 50 mg.

Re: Addition of §inal meconcilation sheet.
See attached sheet.

Sincenely,
- é/ L é’z M -
Eugene M. Schmate

CAMALL COMPANY ' )

EMS/ jg

RECEVED / gnay

SN B A

== (S SR
FOR DUP P
— 1R ISTRATION No. 18.10703
STATE BRI S mafipy No. 0031 AND BNDD No. PCOO10152
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ORIG NEW CORRES” -

)

CAMALL COMPANY

11401 EAST 7 MILE ROAD @ DETROIT, MIiCHIGAN 48234 & 372xv090& 05620
Februany 24, 1975

Food and Drug Adm. )
Ofgice of Scientific Evaluation
Bureau of Drugs

5600 Fishers Lane

Rockv.ille, Md. 20852

Marvin Seife, M.D.-Directon

Dear Dr. Seife,

Supplemental Application to ANDA 83-945 Hydrochlorothiazide
Tablets 50mg.

Re: Supplien's Daug Master Fife Number
See attached sheet.

Sincenely, '

Eugene M. Schmatp
CAMALL COMPANY -

Enc. Letter from Gyma Labs. stating DMF number.
EMS/ §mg

RECENVED 7 ~-ey
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FEDERAL REGISTRATION No. 18.10703
STATE BOARD OF PHARMACY No, 0031 AND BNDD No, PCOO10152




ORIG NEW CORRES &
BVe
CAMALL COMPANY (AL
11401 EAST 7 MiLE ROAD ® DETROIT, MICHIGAN 48234 372-%948:0620
Februany 18, 1975

Food and Drug Adm.

Office 0§ Scientific Evaluation
Bureau of Drugs

5600 Fishens Lane

Rockville, Md. 20852

Marvin Seife, M.D.-Directon

Dear Dn. Seife, : :
Supplemental AppLication to ANDA 83-945 Hydnochlorothiazide
Tabfets 50 mg.

Re: Revision of bottling and Labeling sheet.

See attached sheets.

Séncenely,
s /7
<

T Ry /é /%/‘f”/

Edgene M, Schma££
CAMALL COMPANY

Enc. Bottling sheet-

Blue colon Labeﬂ&ng Aheet;;’?;*

. EMS o
Receven_| copy
PNQTOSTATS OF
COVER LET: yum /
FOR DUP FEDEZﬁﬁm, No. 18:10703

STATE BOARD OF PHARMACY No.

1T AND'BNDD No. PCOO10152
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NDA ORIG AMENDMENT . =
CAMALL COMPANY

11401 EAST 7 MILE ROAD ‘@ DETROIT, MICHIGAN 48234 372x2400620
Februany 6, 1975

Dept. HEW

Food and Drug Adm.
5600 Fishens Lane
Rockville, Md. 20852
Marvin Seife, M.D.

Dean Dh; Seife, , |

Supplemental Appﬁié&tioﬁ io ANDA‘83~935 Hydrochlorothiazide
Tablets 50 mg.

FDE&C Yellow Spec Sheet nevision

Seé attached sheet.

Sincenely,

ene M. Schmate
CAMALL COMPANY

-

P et 2 .
NE3 G “ o >
Viwind wd -~
. . R 3%

- | FOTOSTATS £ ’
FOR DUP_ o« .0 /

EMS/ fmg Z ‘z:é

FEDERAL REGISTRATION No. 18:10703 6 URHAG :
Ll
e

STATE BOARD OF PHARMAGY No:. 0031 AND BNDD NG, PCOO10 »Z.M“M




NDA ORIG AMENDMENT B
CAMALL COMPANY o AR

11401 EAST 7 MILE ROAD DETROIT, MICHIGAN 48234 » 37z2xaeex]620 }j L

January 9, 1975

Food and Dnug Adm. 1

1560 E. Jedfenson | '“P';ECEWED JM COPY \

Detrnoit, Michigan 48226 PR
PHOTCSTATS ¢

| GOVER LETTER MADE
1 FOR DUP__LZ_TRIP

;. Dt
Gentlemen, ~
Supplemental Appﬂ&cat&on Lo ANDA 83-945 Hydrochlorothiazide
Tablets 50 mg. s g : :
Re: ﬂabeﬂing -
ESCKOAed gind six (6) Labels fon Hydnochﬁonoth¢az¢de Tablets
mg

Enclosed find six (6) Labels for Hydrochlorothiazide Tablets 50 mg.

1. Co., Inc

S&nceneﬁy, ?

\1/ [u{/(g /a_w
ene M. Schmate

CAMALL COMPANY

ES/{
/_19 FEDERAL REGISTRATION No. 18:10703
STATE BOARD OF PHARMACY No. 0031 AnD BNDD No. PCO010152
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Fage awo og two pages

CAMALL COMPANY

11401 EAST 7 MILE ROAD ® DETROIT, MICHIGAN 48234 o 3724%%ex0620

Sincenely,

_Eugene M. Schmalt
CAMALL COMPANY

EMS/ fmg

FEDERAL REGISTRATION NO. 18.10703
STATE BOARD OF PHARMACY No. 0031 AND BNDD No., PCOO10152




ORIG NEW CORRES”
CAMALL COMPANY

11401 EAST 7 MILE ROAD ® DETROIT, MICHIGAN 48234 o 37240620
Januany 17, 1975

Food and Drug Adm.
5600 Fisherns Lane
Rockville, Md. 20852

Gentlemen,

Supplemental Application to ANDA 83-965 Hydrochlonothiazide
Tablets 50 mg.

Re: Addition of Tablet Reconciliation sheet
See attached sheet.

Sincenely,

(ﬁ aw b /gjw

ugene M. Schmall
CAMALL COMPANY

: FEDERAL REGISTRATION NO, 18.10703
STATE BOARD OF PHARMACY NO, 0031 AND BNDD No. PCOOI0152




NDA ORIG AMENDMENT
CAMALL COMPANY

11401 EAST 7 MILE ROAD ‘. DETROIT, MICHIGAN 48234 & 372.394% (620 P r

January 13, 1975 ‘,é

Food and Drug Adm.
5600 Fishens Lane
Rockville, Md. 20852

Gentlemen,

SupplLemental. AppLication to ANDA 83-965 Hydrochlorothiazide
Tablets 50 mg.

Re: Screen and blender numbers used in production.

See attached sheet.

Sincerely,

A e Tl
{ Eugene M. Schmatt
CAMALL COMPANY

¥ FeBl11975

%’4U'QF 0@'

FEDERAL REGISTRATION No. 18:10703
STATE BOARD OF PHARMACY No. OO31 AND BNDD No. PCOO10152

\



NDA ORIG AMENDMENT

CAMALL COMPANY

11401 EAST 7 MILE ROAD @ DETROIT, MICHIGAN 48234 » 372000 0620
Januany 13, 1975

Food and Drug Adm.
5600 Fishens Lane
Rockville, Md. 20852

Gentlemen,

Supplement Application ANDA 83-965 Hydrochlonothiazide
Tablets 50 mg. : |

Re: Packaging mastenr

See attached sheet

S.incenely,

<= {l\ /)
Ry e A ey R
i - e -

Eugene M. Schmatl
CAMALL COMPANY

ES/fg~

FEDERAL REGISTRATION NoO. 18-:10703
STATE BOARD OF PHARMACY NO, 0031 AND BNDD No. PCO010152




‘NDA 83-965
Camall Company e

Attention: Mr. Eugene Scheall
11401 East 7 Mile Road .-
Datroft, MI 4824 - o -

Gentlemen: J
Reference 1s made to your abbrevﬁted new drug;”akpp] fcatfon submitted
pursuant to Section 505(b) of the:Federal Food, Drug, and Cosmetfc Act
for Hydrochlorothiazide Tablets, 60mg. -

We acknowledge receipt of your communication Sundated) received
June 25, 1976, amending the application with (1) revised labeling and
(2) updated manufacturing nformatfon. '

We have completed our review of this abbreviated new drug application.
However, before we are ible to reach a final conclusfon, the following
additional Informatisn-is necessary:

1. Copies of a printed package fnsert 1n‘accord with the
submitted drafts. S e

2. Bioavailability data, in accord with your approved protocol.
3. Previously requested stability data.

4. A comitment to submft analytical results for the first five
productfon batches manufactured.

Please fut us have your response promptly. Q
‘ Y/ ‘Wiﬂn‘h} watine “‘

/S/ %

- : e Marwin-seire, M.p. \
Director
Division of Generic Drug graphs

= Office of Drug Monographs
Bureau of Drugs

S -

)




NDA 83-965 ‘

AF | o ~ NOV 071975
Cam11 Co.

T Ry b

Detroit, MI 48234

Gentlemen:

Reference {s made to your abbreviated new drug application submitted -
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act

for Hydrochlorothiazide Tablets, 50 mg,

We acknowledge receipt of your communication dated September 29, 1975,
Reference is also made to our Yetters through May 23, 1975,

We have reviewed the materfal submitted and note that 1t is merely a
re-copied version of your master formula sheet. We also note that
ia; revised labeling (b) additfona) sanufacturing information and

¢) data to assure the bfoavailability of the drug dosage form -
requestad in our letter of May 23, has not been submitted,

It is therefore requested that the above be submitted promptly.

51nceuly yours,

/S/ ,

Marvin Seife, N.D.

Director

Division of Generfc Drug Monographs
Office of Drug Monographs

re (4 (76—

Bureau of Drugs




CAMALL COMPANY

11401 EAST 7 MILE ROAD & DETROIT, MICHIGAN 48234 ¢ 372.0620

- NDA ORIG AMENDMENT

September 29,1975

Marvin Seife, M.D.

Directon ‘

Division of Generic Drug Monographs
044ice of Dnug Monographs

Buwreau of Drugs

Dean Sin:

RE: - Supplement to ANDA# §3-965

Please accept this as a supplement to ANDA# §3-965
Hydrnochlonothiazide Tablets 50 mg.

~ Thank you, /4;%/ .
\';‘ ;AHF‘Z:-(vta B /)
,j7;;gena M. Schmatl
EMS/pjis

FEDERAL REGISTRATION NO. 18.10703
STATE BOARD OF PHARMACY NO. 0031 AND BNDD No. PCO010152
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CAMALL COMPANY ORIG NEW CORRES IR

11401 EAST 7 MILE ROAD ¢ DETROIT, MICHIGAN 48234 ¢ 372X2%80620
Februany 21, 1975

Food and Drnug Adm. (I)U/(' &:// d/7f;

Ofgice of Sclentific Evaluation
Bureauw of Dhugs

5600 Fishens Lane

Rockville, Md. 20852

Marvin Seife, M.D.-Directon

Dear Dn. Seife,

Supplemental Application to ANDA 83-965 Hydrnochlonothiazide
Tablets 50 mg. e

Re: Master File Numben

Conp. (supplien of Hydfwch@olezide
to Camakll Co.) advises us that the Master File Number fon the
Hydnochlonothiazide is

Sincerely,

é-;:\ ///‘—&_Qé7 )
<~ 4" PR, P
Eugene M. Schmatl
CAMALL COMPANY

- " RECEIVED_|_COPY
PHOTOSTATS OF

' us/ms | COVER LETTER MADE )
" com pup__ W/ TRP_L]




11401 East 7 Mile ¥oad -
Detroit, MI - 48234

‘Gentlement

Reference is made to your abbreviated new iirng application submitted
pursuant to Section 505(b) of the Federal Yood, Drug, and Cosmetic Act
for Hydrochlorothiazide Tablets, 50 ng. :

We acknowledge receipt of your communications dated January 9, for die-
tributors; and February 6, February 18, Tebruary 24 and March 31, 1975,
containing manufscturing information. :
Theappliutinprﬂidutorm:ourhtmdngmdummhbd.

It also provides for you to label the drug with a label showing distrib-
utors to be: -

* | ‘ ries, Inc.

] s Ine.




Camall Co. -2e

NDA 83-965 }
'¥e hava completed our review of this abbreviated new drug application.
~ Bowever, before we are able to reach a final conclusica, the following

a) Package insert: coplas—in accord with labaling guidelines previcusly =~
mnnitt.d-—--hmldk be submitted. ] it

b) Container labels:

(1) Delate rdmu to specific dosage amounts, replacing same with
the phrase: "Usual Doss; See Package Insert.” v

a) Add or spell out the qualifying phrases, "Manufactured for..." or ;.
"Distributed by..." -

b) Add the quantity q‘f'ubht- per container.

¢) Other: Include—-after this application has been approved-—
distributor statements.

2. Include (a) copies of your analytical results for the new drug sub-

stance and the drug dosage form used inm the bloavailability study and

(b) a coxmitment to submit full snalytical results for the first five |
production batches of the drug dosage form. ' |

3. Include a full description of, and the data derived from studies
of the stability of the drug; and a stability protocol that includes
dissolution testing.

4, Submit samples of the drug dosage form.

5. Submit adequate data to assure the bioavailability of your drug
dosage form———based upon your submitted protocol and our comments of
October 7, 1974,

Please lat us have your respouse promptly.

: -”(Riﬁanrnlv mﬂ ﬂ

YA~ ngxvan suire, M.D.
'Director
Division of Generic Drug Monographs _
Office of Drug Monographs
Rureau of Drugs ,
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
NDA 83_965 ROCKVILLE, MARYLAND " 20852

0CT 0 71974
Camall Company

.féﬁ; Attention: Mr. Eugene M. Schmall
U 11401 East 7 Mile Road
Detroit, MI 48234

Gentlemen:

Reference is made to the protocol you submitted for bioavailability
studies for Hydrochlorothiazide Tablets, 50 mg.

The protocol has been reviewed by our Division of Clinical Research
and they have the following comments:

1. Each subject will be given a general physical examination
including a medical history.

2. Each drug should be assayed for potency. In addition,
dissolution studies should be conducted.

3. Tea and carbonated beverages are to be prohibited during the
test days.

4. The amount of water intake prior to dosage for both test
days should be the same.

5. The -1 to 0, 4-6, and 6-8 hour urine collection times which
were omitted should be included.

6. The lot number's and the size of the production test batch
should be remitted.

7. Each subject should be free of significant gastrointestinal,
renal, and hepatic disease,

8. Each subject is to be informed that he is entirely free to
withdraw from participation in the study at any time. Provision
should be made for more than 20 volunteers to anticipate

- subject withdrawal. -

RECOMMENDATION: :
The protocol is acceptable provided the above suggestions are -
incorporated into the study.
- ‘ W;ﬁnﬁﬁrzﬂy yours, C] . /

t /S/

rngrvin Serre, M.D.

Director

Generic Drug Staff
= Office of Scientific Evaluation

Bureau of Drugs

SECTION THIRTEL
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CAMALL COMPANY
11401 EAST 7 MILE ROAD ® DETROIT, MICHIGAN 48234 & 372.1948

PERSONALLY SUBNITTED BY

Al W o T

R&;}‘&\ (\’;‘/\%%?“ 14

Juby 24, 1974

Department of Health, Education and Welfare
Public Health Service

Food and Dnug Administration

Rockville, Md. 20852

Attention: Dn. M. Seife, M.D.

Re: NDA 83-965 fon the drug Hydrochlorothiazide Tablets
50 mg., and your Lettern dated March's, 1974

Dean Dn. Seife, |
Camalt Cdmpany u qubnu',uihg this protocol fon

the bioavailability study fon HydrochLorothinzide
Tabfets 50 mg. NDA §3-945, according to your Letter of

March 5, 1974,
Séncerely,
L b fY
tugene M. Schmate
Presddent, Camall Co.

- EMSraw -

FEDERAL REGISTRATION NoO. 18:10703 SECTION THIRTEEN

Cr e e T e e e L L W D e A e e
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c=-v woue AMENDMENT

November 1, 1976

Eugene M. Schmall . : » \
11401 East 7 Mile Road GLND 2?*’(%5 [3 |7
Detroit, Michigan 48234 w

Dear Mr. Schmall:

In answer to your letter which you received from Dr, Se’ﬁ’e, 74(3
on October 7, 1976, listing a number of comments pertaining

to our protocol on the biocaveilability of Hydrochlorothiazide

Tablets which we submitted to you on August 24, 1976, we have RSN
the following comments:

1. That each subject will receive a general physical
examination was covered in the first line of the
experimental procedure,

2, The drugs have already been assayed for potency
end the digsolution studies have been completed.

4, Is answered in the last paragraph on page 1, |
which spys that eight (8 ounces) ounces of water '
will be given to each participant.

5. Is answered on the bottom of page 1, which states
that urine collections would be taken before
the test was begun and from 4 to 6 hours and
6 to 8 hours,

7. Is indicated under paragraph 1 of the experimental
procedures which states that all subjects will be
screened for a history of gastrointestinal, hepatic,
renal and hemotological diseases or chronic alcohol
gonsumption,

8. Is mnswered in number six of our outlined experimental
procedure, as well as, in the second line of the first
paragraph which states that suﬁ{écien; sub jects will be
employed to have twenty-available for sﬂﬁt151cel
analysia., PN -

EL .
! - ot
<
¥
4
'

neceven_ ey [
- FROTOSTATS MADE - Wery,
FORDUP__ TRIP__Z | | "%,




Eugene M., Schmall Page 2 November 1, 197¢

Since all the comments contained in the letter from Dr. Seife,
were already present in the protocol, which I submitted to you-
we will go ahead with plans to screen a sufficient number of
subjects and begin the experimehnt as soon as possible,

Very truly yours,

A
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" Hydrochlorothiazide e N4 Caman Company
50 mg Tablets . Submission Dated:
- ANDA 83-965 November 1, 1976

REVIEW OF A SUBMISSION

This submission is a letter in response to Ms. Apone's review of the
- protocol submitted July 24, 1974. At that time . - was to
do the study. However, since ~ s replied to the
questions raised in the review, it must be assumed they will do the
study. - - R :

RECOMMENDATION :

The letter states that the laboratory has responded to the
- comments in the review.and plan to begin the study right
away. ~No recommendations are needed.

Harold R. Murdock, Ph.D.
Biopharmaceutics Review Branch

R
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CAMALL COMPANY

11401 EAST 7 MILE ROAD @ DETROIT, MICHIGAN 48234 ¢ 372.0620

PESUBMISSI-
NDA QRIG AMENDF«?E%T

Food & Drug Administhation
Attn: Generdc Drug Staff-HFD-530
5600 Fishens lane
Rockville, MD. 20852
RE: NDA §3-965 FDA Lettenr Octoben 18, 1976
Dear Dr. Sedfe,
Answens to youn Letten of Octoben 18, 1976 RE: NDA §3-945

are as gollows.

1) FDA Request - Copies of a printed package insent in accond with the
submitted dnafzt.

Camall Answer - These have been ondered grom the printer and when
available will be forwarded to you.
2)  FDA Request - Bioavailability data, in accond with your approved
protocol.

Camall Answer - Bioavailability is in process and the nesults will
be submitted at the time we neceive them.
3] FDA Request - Previously requested stability data.

Camall Answer - You will find stability data enclosed. (See inserts)
4)  FDA Request - A commitment to submit analytical nesults gorn the 4inst
five production”batches manufactured.

FEDERAL REGISTRATION NO. 1810703

STATE BOARD OF PHARMACY NO. 0031 Ario BNDD No. PCOO10152




CAMALL COMPANY

11A0V F o ) Mt ROAD & DETROIT, MECTTGAN AB2 19 e 372.0620

October 21, 1976 NDA ORIG Afvi‘ENDMENT

Food and Drug Administration

Generic Drug Staff HED- 530 Supplement
5600 Fishers Lane

Rockville, MD 20852

ATTN: Marvin Seife M.D.

RE: ANDA File # 83-965

Dear Dr. Seife,
Please amend our ANDA File # 83-965 by deleteing
pages B, G, & M of Section 11, and replacing with the

enclosed pages, B, G, M, of Section 11. Thank you.

Sincerel ours 24
g Yy >, ._// 7 7 /
‘é/,) & ’ ' /
Y .—Cf‘-"? ‘;)d“- 4,’ g il -
/

Eugene M. Schmall, President
Camall Company

- EMS/cw

FEDERAL REGISTRATION NO. 1810703

STATE BOARD OF PHARMACY NO. 0031 ANt BNDD No. PCOO1O1S2




CAMALL COMPANY

11401V EAST 7 MILF ROAD & DEYROIT, MICHIGAN 48234 ¢ 372.0620

Octobor 25, 1976 ~ NDAORIG AVIENDMENT

Generic Monoghaph Drug Stad§ HFD-530
5600 Fisherns Lane
Rockville, MD 20852

Attn: Dn. Marvin Seife M.D.
RE: ANDA §3-965 Supplement Zo:

Dear Dn. Seife:

Please accept -the foLlowing documents a&~pantwoé owr ANDA F.ile
#83-965 Hydnochlonothinzide 50 mg tablet. o
i  Thank you

ys;naenezy youns, i

.,é/LL;}&4Li i7klA)§Alﬁu7w;¢,é§/€7i?7.
Eugene M. Schmall, President .

Camall Company

EMS/mg

FEDERAL REGISTRATION NO. 18:10703

STATE BOARD OF Prarn i ~v KA NORTAND BNDD No, PCOOINIS2




Camall Company

1097

- MDA B3-965

Attentfon: Wr. Eugene Schemll o

1401 East 7 MleRoad =
. Detroft, MI 48234, . = C

‘Gentlemen:

Reference hnde toyourabbmiltndm drug‘ lbpl‘léation submi tted

- pursuant to Sectfon 505(b) of the Federal Food, Drug, and Cosmetic Act

for Hydrochlorothfazide Tablets. = - .
We acknowled?a receipt of your coﬁmiuﬁous dated October 21, and 28, 1976;

and undated
We have completed our review of this abbreviated new drug application.

received November 16, 1975), amending the application,

Howevar, before we are able to reach a final conclusion, the following
additional information {s necessary:

1'
2.

3.

4.

Please

Printed labelfng tn accord with your comnitments.

Mditional stability data; here, dissolution should be performed
at each testipq station.

Analytical results, in accord with your cormitment, after approval
of this application.

Bieavaﬂabﬂit,y data - when avaflable.

let us have your respohse promptly. |
‘ /!lnmmw murs/? /!
-/
; /8/ 4
. S ¢ Mirvin_Seite, M.D. [
Director

- Division of Ganeric g Monographs
Office of Drug Monographs
,Bumu of Drugs

s >l
ity
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CAMALL COMPANY

11401 EasT 7 MILE ROAD ® DETROIT, MICHIGAN 48234 o 372:.0620

NDA ORIG AMENDRAZT

February 15, 1977 . Stk

et
~ ok Gy

Food and Drug Administration
Department of Health, Education and Welfare
5600 Fishers Lane '

Rockville, MD 20852 ™ bt FPL 1 MJ{\

(3 7 ’)7)
ATTN: Marvin Seife M.D: 4“wbuwuy

RE: ANDA $83-965 Hydrochlorothiazide Tablets

Dear Dr. Seife,

In response to your letter of February 10, 1977,
concerning Hydrochlorothiazide Tablets, please find the
enclosed.

Thank you.
Slncerely yours
/.,{”,e’u [ e
ne M. Schmall, President
Camall Company
EMS/mg -
.-Enc.

FEDERAL REGISTRATION No.'18:10703

STATE BOARD OF PHARMACY NO. 0031 AND BNDD No. PCOO1O1B2
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MAR 09 1977

NDA 83-965

Camall -Company
Attention: Mr. Eugene M. Scimall

11401 East 7 Mfle Road
~ Detroit, MI 48234

Gentlemen:

~Reference {is made tb your abbreviated new drug application submitted
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Hydrochlorothiazide Tablets. ‘

We acknowledge receipt of your communication dated February 15, 1977,

amending the application, with (1) copfes of printed labeling (2) additional
control {nformation and (3) a commitment to submfit bioavaflabflity data.

Ne have reviewed the material submitted and request submission of the
bioavailab{lity data---when avaflable.

The material submitted fs being retatned in our files.
SHlcarelv vours. /l /
[ o)
| /S/ ?/ /)
Erwv1u~5017e. M.D.\ {
| ~Director

L Divisfon of Generic Drug Lonographs
| 0ffice of Drug Monographs
: Bureau of Drugs

1
;
i
!
|

rb)
i (}VVV\\C@*~ w3




February 8, 1977

SUBMITTED TO: Camall Company
Detroit, Michigan
ASSAY NUMBER: 71292
DATE RECEIVED: November 23, 1976
TEST MATERIAL: 1 x 100 Hydrochlorothiazide 50 mg.

Camall Control # 5-2776

1 x 100 Merck Hydrodiuril 50 mg.
Lot # T 3706

SUBJECT OF ASSAY:
To compare the urine excretion levels in humans, produced

by the submitted test materials, initially and in a cross-over
study.




CAMALL COMPANY

11401 EAST 7 MILE ROAD & Dzmolﬂ MICHIGAN 48234 ¢ 372.0620

NR'G MEW CORRES

February 21, 1977

Food and Drug Administration

Department oi Health, Education and Welfare
5600 Fishers Lane

Rockville, MD 20852

ATTN: Marvin Seife M.D.
RE: ANDA #83-965 Hydrochlorothiazide Tablets
Dear Dr. Seife,
In response to your -letter of February 10, 1977,
concerning Hydrochlorothiazide Tablets, please find the

enclosed completed bioavailability data.

Thank vyou.

Eug M Schmall President
Camall Company

EMS/mg

Enc.

FEDERAL REGISTRATION NO, 18.10703

STATE BOARD OF PHARMACY NO. Q0031 AND BNDD No. PCOO10152
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HDA 83-985

‘ MAR 21
Camall Company 1977
S Attention: Mpr. Bugene M. Sobmll
g 11401 Ealt ? Mlle Road .
B Detroit, MI 48234

Gentlamen:

: Reference is made to your abbreviated new drug application for Hydro-
i ohlorothianide Tablets, 50 mg.

The accompanying approval doss 1'02' provide for dietributore. If you
R 80 elect, you should submit a separate supplement for each proposed
distributor and an aoaanpanymg dictributor'a statement, as follows:

Include a signed eéatement from the pmpaacd distributor to show

that he i8 regularly and lawfully engaged in the distribution or
diapensing of preeoription drugs; the category of his eperation
(repackager, relabeler, wholesaler, retail pharmacy, eto.) and that

he agrees to distribute the drug only wunder the Zabeling provided

for in the application and that no ehanges will be made in the labeling
unless suoh changes are promded for in a supplement\to this applioation.

lﬂum.nu /
/8/ 2(/7
\Seiye, M.L. -
rector
Division of Generic Dru! Monographs
Office of Drug Morographe
Bureau of Drugs




